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DETAILED ACTION 
Status of claims 

Claims 1-10 and 63 are pending. 
Claims 1 1-62 are cancelled. 
Response to Amendment 
The response filed March 31, 2006 presents remarks and arguments to the 
office action mailed January 05, 2006. Applicants' request for reconsideration of the 
rejection of claims in the last office action has been considered. 

Rejection Claim Rejections - 35 USC § 112-First Paragraph 

Applicant traverses with regards to the rejection made under 35 U.S.C. 1 12-first 
paragraph, that the claim does not describe all nondenatured botanical extract but 
rather relates to nondenatured botanical extracts having trypsin-inhibiting activity. 

In response, the scope of enablement question still remains, specifically with 
regards to items 1-3 of the scope of enablement cited in the previous action. The phrase 
nondenatured plant extract with trypsin-inhibiting activity as shown poison ivy also do 
contain trypsin inhibitor, but cannot be used for the treatment of skin disease instead an 
advers reaction is seen (see enclosed reference cited as of interest Hegarty et al. page 
40 section b). 

In other to overcome this rejection, Applicant needs to recite the disclosure in of 
the specific non-denatured botanic extract in generality into the claim. As it stands 
claim 1 is very broad and it encompases a variety of nondenatured botanic extracts that 
have trypsin inhibitor activity including poison ivy extract. 
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Applicant's arguments have been fully considered but they are not persuasive. 
And the rejection is hereby maintained in part. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

I. Claims 1-10 and 63 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for botanical families of leguminosae, 
solanaceae, gramineae, and cucurbitacceae, does not reasonably provide enablement 
for most nondenatured botanical extract. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
or use the invention commensurate in scope with these claims. 

In evaluating the enablement question, several factors are to be considered. 
Note In re Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors 
include: 1) The nature of the invention, 2) the state of the prior art, 3) the predictability or 
lack thereof in the art, 4) the amount of direction or guidance present, 5) the presence 
or absence of working examples, 6) the breadth of the claims, 7) the relative skill of 
those skilled in the art and 8) the quantity of experimentation needed. 
1) The nature of the invention: The method of use claims are drawn to topically 
administering a nondenatured botanical extract but in view of the report Botanical.com 
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A modern Herbal: indicates (see page 1 , 2 nd paragraph) that the sap of poison Ivy is 
extremely poisonous (thus sap is nondenatured), which does not support applicants 1 
claims in treating skin conditions with nondenatured botanical extract. 

2) The state of the prior art: The report (see page 1 Botanical.com A modern Herbal) 
suggests that not every nondenatured botanical extracts are used for the treatment of 
skin conditions and in order to use a wide representative of nondenatured botanical 
extracts requires an undue amount of research to successfully attain that goal. 

3) The predictability or lack thereof in the art: On page 23 of applicants 1 specification 
lines 1-30 did not show total treatment with nondenatured botanical extracts. 

Thus, factors such as "discussed above", have been demonstrated to be 
sufficiently lacking in the instant case for the instant method claims. 

II. The rejection under 1 12-first paragraph with regards to enablement issue has 
been withdrawn. Applicants' argument has been fully considered and is persuasive. 

^New Claim 1 12-first rejection 

Claims 1-10 and 63 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
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practice, reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" means that the species which are 
adequately described are representative of the entire genus. Thus, when there is 
substantial variation within the genus, one must describe a sufficient variety of species 
to reflect the variation within the genus. The disclosure of only one species 
encompassed within a genus adequately describes a claim directed to that genus only if 
the disclosure "indicates that the patentee has invented species sufficient to constitute 
the gen[us]." 

In particular, Applicant has not provided a description of the structure of a 
representative number of compounds nor a description of the chemical and/or physical 
characteristics of a representative number of compounds nor a description of how to 
obtain a representative number of specific compounds recited in claims 1-10 and 63. 
In other words, the Applicant has not described with sufficient clarity a medicament for 
treating acne with every synthetic retinoid available or every nondenatured botanical 
extracts for example. 
No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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